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Appendix B 
Additional Safety Information 



FURTHER GUIDANCE ON THE DEFINITION OF A SERIOUS 
ADVERSE EVENT (SAE) 

Life threatening 

Hospitalisation 

Important medical event or medical intervention 

 



A GUIDE TO INTERPRETING THE CAUSALITY QUESTION 
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Appendix C 
International Airline Transportation Association (IATA) 6.2 Guidance 
Document 
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LABELLING AND SHIPMENT OF BIOHAZARD SAMPLES 

(http://www.iata.org/whatwedo/cargo/dangerous_goods/infectious_substance
s.htm)

Category A Infectious Substances

Category B Infectious Substances

Exempt 

(http://www.iata.org/whatwedo/cargo/dangerous_goods/infectious_substances.
htm)

Biological samples transported in dry ice require additional dangerous goods 
specification for the dry-ice content
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1. INTRODUCTION 

2. DEFINITION OF MEASURABLE, NON-MEASURABLE, 
TARGET AND NON-TARGET LESIONS 
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Non-measurable:

•

•

•
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Special cases: 
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Target lesions: 

Non-target lesions:

3. METHODS OF ASSESSMENT 

The same method of assessment and the same technique should be used to characterize 
each identified and recorded lesion at baseline and during follow-up visits. 

Table 1 Summary of methods of assessment 

Target lesions  Non-target lesions New lesions 
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3.1 CT and MRI  

 

3.2 Clinical examination  

3.3 X-ray 
3.3.1 Chest X-ray 

3.3.2 Plain X-ray  

3.4 Ultrasound  

 

3.5 Endoscopy and laparoscopy  

3.6 Tumour markers  
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3.7 Cytology and histology  

3.8 Isotopic bone scan  

 

3.9 18-Fluoro-deoxyglucose positron emission tomography (FDG PET) 
scan 
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4.1 Schedule of evaluation 
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4.2.2 Evaluation of target lesions 
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Table 2 Evaluation of target lesions 

4.3 Non-target lesions 
4.3.1 Evaluation of non-target lesions 
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Table 3 Evaluation of non-target lesions 

4.4 New lesions 
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4.5 Symptomatic deterioration 

4.6 Evaluation of overall visit response 

Table 4 Overall visit response 

Target lesions Non-target lesions New lesions Overall response 
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5. CONFIRMATION OF PROGRESSION 
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6. CENTRAL REVIEW 

7. REFERENCES 
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